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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Health  Cor*  Financing  Administration 
[42  CFR  Part  462] 

PROFESSIONAL  STANDARDS  REVIEW 

Grants  to  Professional  Standards  Review 
Organizations 

AGENCY:  Health  Care  Financing  Ad¬ 
ministration  (HCFA),  HEW. 

ACTION:  Proposed  rule. 

SUMMARY:  The  proposed  rule  would 
establish  eligibility  criteria  and 
other  conditions  for  grants  to  Profes¬ 
sional  Standards  Review  Organiza¬ 
tions  (PSRO).  It  sets  forth  orgainza- 
tional  and  application  requirements 
which  would  have  to  be  met  by  an 
entity  seeking  to  be  designated  as  a 
PSRO.  In  addition,  the  proposed  rule 
would  provide  for  the  duration  and 
termination  of  grant  to  PSROs  as  well 
as  specify  other  conditions  which 
would  apply  to  grants  made  under  this 
part.  This  action  is  necessary  to  imple¬ 
ment  sections  1152.  1154,  and  1155(f) 
(2)  and  (3)  of  the  Social  Security  Act. 
The  Secretary  is  authorized  under 
these  sections  to  award  grants  to 
qualified  entities  whereby  these  enti¬ 
ties  are  either  conditionally  or  fully 
designated  as  PSROs.  If  adopted  this 
rule  would  require  the  designation  and 
funding  of  PSROs  to  be  made  through 
a  grant  mechanism. 

DATE:  Consideration  will  be  given  to 
writen  comments  or  suggestions  re¬ 
ceived  on  or  before  May  3.  1978. 

ADDRESS:  Addre.ss  comments  to:  As¬ 
sociate  Administrator,  Health  Stan¬ 
dards  and  Quality  Bureau,  Depart¬ 
ment  of  Health.  Education,  and  Wel¬ 
fare,  5600  Fishers  Lane  Room  16A-55, 
Rockville,  Md.  20857,  In  commenting, 
please  refer  to  file  code  HSQ-34-P. 
Comments  will  be  available  for  public 
iiuspection,  beginning  approximately  2 
weeks  after  publication,  in  room  16A- 
55  of  the  Bureau’s  offices  at  5600  Fish¬ 
ers  Lane,  Rockville,  Md,  on  Monday 
through  Friday  of  each  w'eek  from 
8:30  a.m.  to  5  p.m.,  301-443-3880. 

FOR  FURTHER  INFORMATION. 
CONTACT: 

Hal  Belodoff,  301-443-4086. 
SUPPLEMENTARY  INFORMATION: 
Background 

The  PSRO  statute,  as  originally 
passed  under  Pub.  L.  92-603,  called  for 
the  u.se  of  agreements  as  the  means  by 
which  to  designate  and  provide  funds 
for  PSROs  [42  U.S.C.  1320c-l(a)].  In 
June  1974,  w'hen  it  became  necessary 
to  make  awards  to  PSROs,  there  w'ere 
no  precedents  for  the  use  of  an  agree¬ 
ment  mechanism  with  the  Public 


Health  Service.  Consequently,  pro¬ 
curement  contracts  were  used  to  pro¬ 
vide  financing  for  PSRO  activity. 
PSROs  have  criticized  the  procure¬ 
ment  process  as  being  too  inflexible 
and  time  consfuming.  The  Department 
concurred  with  their  views  and  sup¬ 
ported  an  amendment  to  the  PSRO 
law’.  Section  5(c)  of  Pub.  L.  95-142  pro¬ 
vides  that  an  agreement  with  a  PSRO 
may  be  in  the  form  of  a  grant. 

Organizational  Requirements 

The  proposal  contains  extensive  or¬ 
ganizational  requirements  which  are 
necessary  to  insure  that  PSROs  are 
able  to  carry  the  statutory  mandate  to 
assure  the  Secretary  that  they  are 
willing  and  able  to  perform  their 
duties  and  functions  in  an  “effective, 
timely,  and  objective  manner.”  (42 
U.S.C.  11320c-l(b)(2).)  These  require¬ 
ments  are  currently  applied  to  Priority 
PSROs  through  Chapter  V  of  the 
PSRO  Program  Manual.  The  Senate 
Finance  Committee  Report,  Sen. 
Report  No.  92-1230,  92nd  Cong.,  2nd 
Se.s.  (1972),  p.  257  .shows  that  Congress 
intended  that  PSROs  be  independent 
professional  associations.  Detailed  or¬ 
ganizational  requirements  are  needed 
to  prevent  a  PSRO  from  coming  under 
the  dominance  of  medical  societies 
and  other  medical  organizations.  In 
addition,  the  Senate  Finance  Commit¬ 
tee  Report  reveals  Congress  intended 
that  there  should  be  broad  and  active 
participation  by  physicians  in  a  PSRO 
area.  The  propo.sal  carries  out  this  in¬ 
tention  by  elaborating  on  membership 
policies  and  rules  controlling  the  elec¬ 
tion  of  a  PSRO’s  governing  body. 

Reserved  Sections 

This  propo.sal  reserves  sections  for 
(1)  criteria  to  be  u.sed  In  converting  a 
conditionally  designated  PSRO  to 
fully  designated  status;  and  (2)  appli¬ 
cation  requirements  to  be  met  by  an 
organization  seeking  to  become  a  fully 
designated  PSRO.  Regulations  which 
address  these  areas  are  currently 
under  development  and  will  be  issued 
in  proposed  form  in  the  near  future. 

It  is  proposed  to  issue  a  new  part  462 
of  Title  42  as  set  out  below: 

PAAT  462— GRANTS  TO  PROFESSIONAL 
STANDARDS  REVIEW  ORGANIZATIONS 

See. 

462.1  Definitions. 

462.2  Statutory  Basis  and  Applicability. 

462.3  Eligibility. 

462.4  Requirements  for  Designation  as  a 
Priority  PSRO. 

462.5  Application  Requirements  for  Condi¬ 
tional  Designation. 

462  6  [Reserved] 

462.7  Selection  of  Conditionally  Designated 
PSROs. 

462.8  [Reserved] 

462  9  Dunilion  and  Termination  of  Grants 
to  PSROs. 

462.10  Grant  Payments  and  Use  of  Funds. 

462.11  Publications  and  Copyrights. 

462.12  Applicability  of  45  CFR  Part  74. 


Sec. 

462.13  Additional  Terms  and  Condicions. 

462.14  Nondiscrimination. 

Authority:  Secs.  1152,  1154,  and  1155(f) 
(2)  and  (3),  Social  Security  Act,  86  Stat. 
1430.  1431,  1432.  1435  (42  U.S.C.  1320C-1. 
1320C-3.  1320c-4(f)  (2)  and  (3):  sec.  1102, 
Social  Security  Act,  49  Stat.  647  (42  U.S.C. 
1302). 

§462.1  Defmition.i. 

(a)  "Act”  means  the  Social  Security 
Act  (42  U.S.C.  Chap.  7). 

(b)  "Active  Practice"  means  direct 
patient  care  and  related  clinical  activi¬ 
ties,  administrative  duties  in  a  medical 
facility  or  other  health  related  institu¬ 
tions,  or  medical  or  osteopathic  teach¬ 
ing  or  research  activity: 

(c)  "Governing  Body"  means  the 
group  such  as  the  trustees  or  directors 
of  the  PSRO,  which  is  responsible  for 
the  policies  and  overall  operation  of 
the  PSRO. 

(d)  "Nonprofit"  means  an  organiza¬ 
tion  which  qualifies  for  an  exemption 
from  Federal  income  taxes  under  sec¬ 
tion  501(c)  of  the  Internal  Revenue 
Code: 

(e)  "Physician"  means  (1)  doctors  of 
medicine  or  osteopathy  licensed  under 
State  law  to  practice  medicine,  sur¬ 
gery,  or  osteopathy  in  the  State  in 
which  the  PSRO  is  located;  (2)  in¬ 
terns,  residents  and  Federal  Govern¬ 
ment  employees  who  a)  are  authorized 
under  State  or  Federal  law  to  practice 
and  b)  are  engaged  in  the  active  prac¬ 
tice  of  medicine,  surgery,  or  osteop¬ 
athy  in  the  PSRO  area:  and  (3)  indi¬ 
viduals  licensed  to  practice  medicine  in 
American  Samoa,  the  Northern  Mari¬ 
ana  Islands,  and  the  Trust  Territory 
of  the  Pacific  Islands: 

(f)  "PSRO"  stands  for  Professional 
Standards  Review  Organization; 
PSROs  are  re.sponsible  for  reviewing 
the  medical  necessity,  quality,  and  ap¬ 
propriate  level  of  medical  care  in  des¬ 
ignated  PSRO  areas. 

(g)  "Alternate  PSRO"  means  an  or¬ 
ganization  designated  as  a  PSRO 
when  there  is  no  organization  that 
qualifies  for  designation  as  a  Priority 
PSRO. 

(h)  "Priority  PSRO"  means  a  statu¬ 
torily  preferred  organization  designat¬ 
ed  as  a  PSRO. 

(i)  "ConditionaHy  designated  PSRO" 
means  an  organization  designated  as  a 
PSRO  on  a  trial  basis. 

(j)  "Fully  designated  PSRO"  means 
an  organization  redesignated  after  it 
has  satisfactorily  performed  PSRO 
functions  during  its  trial  period  as  a 
“conditional”  PSRO. 

(k)  "PSRO  area”  means  a  geographi¬ 
cal  are  a  designated  to  be  under  the 
review  jurisdiction  of  a  single  PSRO. 

(l)  "Secretary"  means  the  Secretary 
of  the  Department  of  Health.  Educa¬ 
tion,  and  Welfare  or  any  other  official 
to  whom  the  pertinent  authority  has 
been  delegated. 
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S  462.2  Statutory  basis  and  applirabiHtT. 

(a)  Sections  1152,  1154  and  1155(f) 

(2)  and  (3)  of  the  Social  Security  Act 
authorize  the  Secretary  to: 

(1)  Enter  into  agreements  designat¬ 
ing  organizations  as  either  conditional¬ 
ly  designated  or  fuily  designated 
PSROs:  and 

(2)  Make  payments  to  such  organiza¬ 
tions  equal  to  the  amount  of  expenses 
reasonable  and  necessarily  incurred  in 
preparing  to  perform  and  perfonning 
the  duties  and  functions  of  a  PSRO  as 
prescribed  by  Part  B.  Title  XI  of  the 
Act  and  regulations  of  this  part. 

(b)  Section  1152(fK3)  provides  that 
the  agreemi  nt  may  be  in  the  form  of  a 
grant. 

(c)  The  regulations  of  this  part 
apply  to  all  granUs  made  under  those 
statutory  provisions  to  conditionally 
or  fully  de.signate  an  organization  as 
the  PSRO  for  a  PSRO  area. 

§  462.3  Eligibility. 

(a)  General.  The  following  two  cate¬ 
gories  of  organizations  are  eligible  for 
a  grant  under  this  part: 

(1)  Organizations  which  meet  the  re¬ 
quirements  for  Priority  PSROs  under 
section  462.4,  and 

(2)  Organizations  which  meet  the  re¬ 
quirements  for  Alternate  PSROs 
under  Part  471  of  this  subchapter. 

(b)  Conditions  on  eligibility— prefer¬ 
ence  for  priority  PSROs.  The  Secre¬ 
tary  may  not: 

(1)  Designate  an  Alternate  PSRO  in 
an  area  where  there  is  an  organization 
which  meets  the  requirements  for  Pri¬ 
ority  PSROs  and  is  qualified  for  desig¬ 
nation  as  a  PSRO;  or 

(2)  Renew  an  sigreement  with  an  al¬ 
ternate  PSRO  if: 

(i)  An  organization  which  meets  the 
requirements  for  Priority  PSROs  ap¬ 
plies  and  is  qualified  for  designation  as 
a  PSRO;  and 

(ii)  That  organization  has  not  previ¬ 
ously  been  designated  as  a  PSRO;  and 

(iii)  The  Secretary  anticipates  that 
the  designation  of  this  organization 
will  result  in  substantial  improvement 
in  the  performance  of  PSRO  duties. 

§  462.4  Requirements  for  designation  as  a 
Priority  PSRO. 

To  be  eligible  for  designation  a.s  a 
priority  PSRO,  an  organization  must: 

(a)  Be  a  nonprofit  professional  asso¬ 
ciation  or  a  component  organization 
thereof; 

(b)  Be  organized  in  a  manner  that 
makes  available  professional  compe¬ 
tence  to  review  health  care  services  of 
the  types  and  kinds  for  which  PSROs 
have  review  responsibilities  under  Part 
B,  Title  XI  of  the  Act; 

(c)  Be  composed  solely  of  licensed 
physicians  engaged  in  the  active  prac¬ 
tice  of  medicine,  surgery,  or  osteopathy 
in  the  PSRO  area; 

<d)  Include  within  its  membership  at 
least  25  percent  of  all  physicians 


within  the  PSRO  area  who  are  eligible 
for  membership; 

(e)  Provide  for  voluntary  member¬ 
ship: 

(f)  Be  open  to  all  physicians  engaged 
in  the  active  practice  of  medicine,  sur¬ 
gery,  or  osteopathy  in  the  PSRO  area 
without  requirement  of  membership 
in.  or  payment  of  dues  to,  any  orga¬ 
nized  me<iical  society  or  association; 

(g)  Not  restrict  the  eligibility  of  any 
member  for; 

(1)  Service  as  an  officer  or  director 
of  the  PSRO;  or 

(2)  Assignment  to  the  duties  of  the 
PSRO; 

(h)  Not  impose  any  conditions  of 
membership  other  than  those  listed  in 
this  section;  and 

(i)  Be  incorporated  under  the  laws  of 
the  State  in  which  the  PSRO  is  locat¬ 
ed.  The  Articles  of  Incorporation  or 
the  Bylaws  mu.st  contain  provisions 
which  demonstrate  compliance  with 
the  following  requirements. 

(1)  Purposes  and  functions.  A  prima¬ 
ry  purpose  of  the  organization  shall  be 
to  assume  responsibility  for  the  duties 
and  functions  of  a  PSRO  under  Part 
B,  Title  XI  of  the  Act.  Other  activities 
undertaken  by  the  organization  may 
not  conflict  with  or  give  the  appear¬ 
ance  of  conflicting  with  the  perfor¬ 
mance  of  such  duties  and  functions. 

(2)  Membership  policies.  Member¬ 
ship  in  a  PSRO  shall  be  open,  on  a 
continuous  basis,  to  all  physicians  en¬ 
gaged  in  the  active  practice  of  medi¬ 
cine,  .surgery,  or  osteopathy  in  the 
PSRO  area  who  voluntarily  choo.se  to 
become  members.  These  physicians 
shall  provide  a  written  declaration  of 
their  desire  to  become  members  and 
participate  in  PSRO  activities.  The  eli¬ 
gibility  of  a  member  for  service  on  the 
governing  body  and  for  assignment  to 
perform  the  duties  and  functions  of 
the  PSRO  may  not  be  restricted  if  the 
individual  satisfies  these  conditions 
for  membership. 

(3)  Composition  of  the  gof>eming 
body,  (i)  The  governing  body  shall  be 
compo.sed  of  at  least  50  percent 
member  physicians  but  may  include 
nonmembers  such  as  consumers  and 
health  care  practitioners  other  than 
physicians; 

(ii)  No  person  shall  be  a  member  of 
the  governing  body  or  hold  any  office 
in  the  PSRO  by  virtue  of  the  member¬ 
ship,  office  or  directorship  which  that 
person  holds  in  another  organization. 

(iii)  Positions  for  physicians  on  the 
governing  body  may  not  be  re.served 
for  any  category  of  physician  such  as 
medical  specialty,  hospital,  or  medical 
society  representatives.  However,  a 
PSRO  may  reserve  positions  to  assure 
an  appropriate  proportionate  ratio  of 
doctors  of  osteopathy  to  doctors  of 
medicine  as  well  as  to  assure  appropri¬ 
ate  representation  from  diverse  geo¬ 
graphical  areas. 

(iv)  Officers  of  the  PSRO  shall  be 
members  of  the  governing  body  and  be 
elected  by  the  governing  body. 


(V)  The  governing  body  shall  consist 
of  a  sufficient  number  of  members  to 
allow  for  adequate  representation  of 
physicians  and  to  allow  for  efficient 
operation  of  the  PSRO. 

(4)  Election  of  governing  body,  (i) 
All  members  shall  be  informed  in  a 
timely  manner  of  nomination  and  elec¬ 
tion  procedures  prior  to  each  election 
of  the  governing  body. 

(ii)  In  addition  to  the  nominations 
made  by  a  nominating  committee,  if 
any,  nominations  for  governing  body 
members  shall  be  solicited  and  accept¬ 
ed  from  all  PSRO  members. 

(iii)  Each  member  of  the  PSRO  shall 
have  the  opportunity  to  vote  for  each 
governing  body  member. 

(iv)  Elections  shall  be  conducted  by 
secret  written  ballots  which  contain 
all  nominations  for  all  positions  to  be 
filled. 

(V)  The  election  shall  be  conducted 
In  a  manner  which  a.ssures  maximum 
participation  of  individual  members 
without  the  requirement  of  their  pre.s- 
ence.  Absentee  and  mail  ballots  may 
be  used.  However,  there  may  not  be 
voting  by  proxy,  whereby  the  voting 
privilege  of  one  member  is  delegated 
with  complete  discretion  vested  in  an¬ 
other  member. 

(vi)  An  election  of  all  governing  body 
members  that  complies  with  the  re¬ 
quirements  of  thi.s  section  shall  be 
conducted  within  four  months  from 
the  date  the  organization  is  condition¬ 
ally  designated  as  a  PSRO.  The  Secre¬ 
tary  may,  for  good  cause,  extend  the 
time  by  which  an  election  shall  be 
held.  An  election  may  be  held  prior  to 
the  date  of  conditional  designation  if 
the  Secietary  has  determined  that  the 
organization  satisfies  the  requirements 
contained  in  section  462.4(d)  and  is  in 
substantial  compliance  with  the  other 
requirements  contained  in  this  .section. 

(5)  Conduct  of  the  governing  body. 

(i)  The  governing  body  shall  retain 
full  authority  and  control  over  the 
duties  and  functions  of  the  I’SRO. 

(ii)  Members  of  the  governing  body 
shall  receive  timely  notice  of  all  meet¬ 
ings  of  the  governing  body. 

(iii)  Meetings  of  the  governing  body 
shall  be  held  often  enough  to  assure 
that  its  duties  and  functions  are  car¬ 
ried  out  in  an  efficient  manner. 

(iv)  A  quorum  is  required  for  the 
conduct  of  the  business  of  the  govern¬ 
ing  body  and  shall  consist  of  at  least  a 
majority  of  the  governing  body.  A  ma¬ 
jority  of  the  quorum  must  be  physi¬ 
cians. 

(V)  Members  of  the  governing  body 
who  are  not  physicians  may  not  vote 
on  final  determinations  with  respect 
to  the  professional  conduct  of  any 
physician  or  any  act  perfoimcd  by  any 
phy.sician  in  the  exercise  of  his  profes¬ 
sion. 

(vi)  Governing  body  members  may 
be  removed  by;  (A)  The  governing 
body  for  cause;  (B)  The  membership 
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for  cause;  or  (C)  By  the  membership 
as  otherwise  may  be  provided  in  writ¬ 
ten  policies  of  the  PSRO. 

(6)  Committee  structure.  The  PSRO 
shall  develop  procedures  for  the  ap¬ 
pointment  of  committee  members  and 
chairpersons  that  will  assure  timely 
rotation  of  committee  members  and 
ci'airpersons. 

(7)  Conduct  and  records  of  meetings. 

(i)  General  summaries  of  the  records 
of  the  activities  of  the  PSRO’s  govern¬ 
ing  body,  general  membership,  and 
committees  shall  be  made  available 
upon  request  to  the  PSRO  member¬ 
ship  and  other  interested  parties, 
except  if  prohibited  by  section  1166  of 
the  Act  and  the  regulations  of  Part 
476  of  this  subchapter: 

(ii)  Meetings  of  the  PSRO’s  govern¬ 
ing  body,  general  membership  and 
committees  shall  be  open  for  observa¬ 
tion  to  all  PSRO  members,  unless  pro¬ 
hibited  by  section  1166  of  the  Act  and 
the  regulations  of  Part  476  of  this  sub¬ 
chapter,  except  that: 

(A)  A  governing  body  meeting  may 
be  closed  when  the  governing  body 
has  provided  the  entire  membership 
written  notice  that  the  meeting  is  to 
be  closed.  The  notice  must  explain  the 
reasons  for  closing  the  meetings. 

(B)  An  executive  committee  meeting 
may  be  closed  when  the  executive 
committee  is  acting  with  the  full  au¬ 
thority  of  the  governing  body  and 
notice  has  been  provided  to  the  entire 
membership  that  the  meeting  is  to  be 
closed.  The  notice  must  explain  the 
reasons  for  closing  the  meeting. 

(iii)  Voting  by  proxy  for  meetings  of 
the  governing  body,  membership  or 
committees,  whereby  the  voting  privi¬ 
lege  of  one  member  is  delegated  with 
complete  discretion  vested  in  another 
member,  is  prohibited.  Absentee  and 
mail  ballots  may  be  used. 

(8)  Conflict  of  Interest.  No  member 
of  the  governing  body  or  of  a  commit¬ 
tee  shall  be  permitted  to  participate  in 
the  deliberations  or  vote  upon; 

(1)  Matters  dealing  with  health  ser¬ 
vices  for  w'hich  he  was  directly  respon¬ 
sible:  or 

(ii)  Matters  in  which  he  or  his 
family  have,  directly  or  indirectly,  a 
significant  financial  interest;  or 

(iii)  Other  matters  which  the  indi¬ 
vidual  has  reason  to  believe  would  in¬ 
volve  him  in  a  conflict  or  possible  con¬ 
flict  of  interest. 

§  462.3  .\pplication  requirements  fur  con¬ 
ditional  designation. 

(a)  General.  (1)  An  application  for  a 
grant  under  this  part  shall  be  submit¬ 
ted  at  such  time  and  in  such  form  and 
manner  as  the  Secretary  may  pre¬ 
scribe. 

(2)  The  application  must  be  execut¬ 
ed  by  an  individual  authorized  to  act 
for  the  organization  and  to  assume  for 
the  organization  the  obligations  im¬ 
posed  by  the  Act,  the  regulations  of 


this  subchapter  and  any  additional 
terms  of  the  grant. 

(b)  Specific  information.  In  addition 
to  other  information  that  the  Secre¬ 
tary  may  require,  the  application  shall 
include: 

(DA  copy  of  the  Articles  of  Incor¬ 
poration  and  Bylaws  of  the  applicant 
or,  in  the  case  of  a  public  agency,  a 
copy  of  its  charter,  authorizing  stat¬ 
ute,  ordinance  or  executive  order,  and 
any  internal  rules  which  govern  its  op¬ 
eration. 

(2)  A  de.scrlption  of  the  structure  of 
the  organization  which  indicates  that 
the  applicant  is  organized  in  a  manner 
that  makes  available  professional  com¬ 
petence  to  review  the  types  of  health 
services  for  which  PSROs  have  review' 
responsibilities  under  the  Act  and  the 
regulations  of  this  subchapter. 

(3)  A  list  of  names  and  addre.sses  of 
the  members  of  the  governing  body 
and  the  executive  committee  (if  any), 
or  in  the  case  of  a  public  agency,  the 
names  and  addresses  of  the  public  offi¬ 
cials  authorized  to  carry  out  PSRO  re¬ 
sponsibilities: 

(4)  If  the  applicant  is  required  by 
Section  1162(e)  of  the  Act  and  Part 
480  of  the  subchapter  to  establish  an 
advisory  group,  a  plan  for  the  forma¬ 
tion  of  such  a  group; 

(5)  A  list  of  the  organizations  that 
have  expres.sed  support  for  the  appli¬ 
cant’s  designation  as  a  PSRO  and  evi¬ 
dence  of  such  expressions  of  support. 

(6)  A  formal  plan  which  describes  in 
detail  the  functions  that  the  applicant 
proposes  to  carry  out  during  the 
period  of  Conditional  Designation,  the 
mamier  in  which  it  proposes  to  carry 
out  such  functions,  and  a  timetable  for 
the  phased  and  orderly  assumption  of 
all  the  responsibilities  and  functions 
of  a  PSRO  as  set  forth  in  Part  B,  Title 
XI  of  the  Act  and  the  regulations  of 
this  subchapter. 

(7)  A  plan  for  ensuring  administra¬ 
tive  coordination  of  the  applicant’s  ac¬ 
tivities  with  (i)  Medicare  Fiscal  Inter¬ 
mediaries  and  Medicaid  and  Title  V 
State  Agencies  as  provided  in  Part  463 
of  this  subchapter,  and  (ii)  Health 
Systems  Agencies  and/or  State  Health 
Planning  and  Developing  Agencies,  as 
appropriate,  located  within  the  PSRO 
area. 

(8)  A  description  of  the  applicant’s 
proposed  data  collection  and  piocess- 
ing  system. 

(9)  A  detailed  annual  budget  which 
identifies  the  expenses  to  be  incurred 
by  the  applicant  in  carrying  out  or 
preparing  to  carry  out  the  duties  and 
functions  of  the  PSRO.  The  budget 
shall  include  the  applicant’s  best  esti¬ 
mate  of  expenditures  by  cost  category 
and  be  submitted  in  such  form  as  pre¬ 
scribed  by  the  Secretary. 

(10)  If  the  applicant  is  seeking  to 
qualify  as  a  Priority  PSRO  under 
§462.4  of  this  part:  (i)  Evidence  that 
the  membership  of  the  applicant  orga¬ 


nization  includes  at  least  25  percent  of 
all  physicians  eligible  for  membership 
under  §  462.4(i)(2). 

(ii)  A  description  of  the  distribution 
of  physicians  in  the  PSRO  area,  by 
county  and  by  specialty. 

(iii)  A  recruitment  plan  which  indi¬ 
cates  the  number  of  physicians  to  be 
recruited  and  the  recruitment,  meth¬ 
ods  which  will  be  used. 

(iv)  A  copy  of  a  notice  of  exemption 
from  Federal  corporate  taxation  under 
section  501(c)  of  the  Internal  Revenue 
Code  or,  if  the  request  for  an  exemp¬ 
tion  Ls  still  pending,  a  copy  of  that  re¬ 
quest. 

§  162.6  ( Reserved.! 

§  462.7  Selertion  of  runditiitnally  de.sig- 
nated  PHKOs. 

(a)  The  Secretary  will  award  a  grant 
designating  an  applicant  as  a  condi¬ 
tional  PSRO  if  he  determines  that  the 
applicant  is  capable  of  performing  the 
PSRO  duties  and  functions  which  are 
necessary  so  that  by  the  end  of  the 
conditional  period,  the  applicant  can 
be  considered  to  be  carrying  out  in  a 
satisfactory  manner  the  activities  and 
functions  required  for  full  designation. 

(b)  The  Secretary’s  determination 
will  be  based  on  the  following  factors; 

(1)  The  extent  to  which  the  applica¬ 
tion  demonstrates  that  the  applicant 
is  willing  and  able  to  perform  in  an  ef¬ 
fective,  timely,  and  objective  manner 
and  at  reasonable  cost,  the  duties  and 
functions  of  a  PSRO  required  by  Part 
B,  Title  XI  of  the  Act  and  the  regula¬ 
tions  of  this  subchapter. 

(2)  Comments  and  recommendations 
submitted  by  appropriate  Medicaid 
and  Title  V  State  agencies  and  Medi¬ 
care  fiscal  agents  in  response  to  a  re¬ 
quest  made  by  the  Secretary  at  the 
time  he  receives  the  application  for 
conditional  designation:  and 

(3)  Other  relevant  factors  as  deter¬ 
mined  by  the  Secretary. 

§  462.6  IRe.served] 

§  462.9  Duration  and  termination  of 
grants. 

(a)  Conditionally  Designated 
PSROs.  (1)  The  initial  period  of  a 
grant  to  a  conditionally  designated 
PSRO  may  not  exceed  48  months.  If, 
at  the  end  of  its  trial  period,  the  Sec¬ 
retary  finds  that  the  PSRO  has  been 
unable  to  satisfactorily  carry  out  all  of 
the  duties  and  functions  required  for 
full  designation,  but  is  still  qualified  to 
be  a  PSRO,  he  may  extend  the  grant 
on  a  noncompetitive  basis  for  an  addi¬ 
tional  period  not  to  exceed  24  months. 

(2)  A  grant  to  a  conditionally  desig¬ 
nated  PSRO  may  be  terminated 
before  the  end  of  the  grant  period; 

(i)  By  the  PSRO,  upon  90  days  writ¬ 
ten  notice  to  the  Secretary;  or 

(ii)  By  the  Secretary,  upon  90  days 
written  notice  to  the  PSRO. 
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(8)  The  Secretary’s  notice  will  offer 
the  PSRO  an  opportunity  to  submit 
written  material  and  to  meet  imfor- 
mally  with  a  designated  official  to 
show  cause  why  the  grant  should  not 
be  terminated.  If  the  PSRO  does  not 
submit  written  material  or  request  an 
informal  meeting  within  30  working 
days  after  receipt  of  the  Secretary’s 
notice,  the  Secretary’s  tentative  deci¬ 
sion  will  become  final  and  he  will  so 
notify  the  PSRO,  Medicaid  and  Title 
V  agencies,  and  Medicare  fiscal 
agent(s),  and  state  the  basis  for  his  de¬ 
cision. 

(4)  If  the  PSRO  submits  written  ma¬ 
terial  within  30  working  days,  the  Sec¬ 
retary  will  consider  this  material  prior 
to  making  a  final  decision.  If  the 
PSRO  requests  an  informal  meeting 
within  30  working  days  after  receipt  of 
the  Secretary’s  notice,  the  meeting 
will  be  scheduled  as  soon  as  practica¬ 
ble. 


(5)  After  that  meeting,  the  official 
designated  by  the  Secretary  will 
promptly  render  a  recommended  deci¬ 
sion.  The  Secretary  will  adopt,  revise 
or  set  aside  the  recommended  decision 
and  will  notify  the  PSRO,  appropriate 
Medicaid  and  Title  V  agencies  and 
Medicare  fiscal  agent(s)  of  his  decision 
and  the  basis  for  his  decision. 

(b)  Fully  Designated  PSROs.  (1) 
Grants  to  fully  designated  PSROs 
shall  be  made  for  a  period  of  12 
months.  If,  at  the  end  of  that  period, 
the  Secretary  determines  that  the 
PSRO  is  performing  in  a  satisfactory 
manner  its  duties  and  functions  he 
may  extend  the  grant  on  a  noncompe¬ 
titive  basis  for  an  additional  12  month 
period. 

(2)  A  grant  to  a  fully  designated 
PSRO  may  be  terminated  before  the 
end  of  the  grant  period: 

(i)  By  the  PSRO  by  written  notice  to 
the  Secretary,  stating  its  Intention  to 
terminate  the  agreement  on  a  speci¬ 
fied  termination  date.  The  date  of  ter¬ 
mination  may  not  be  earlier  than  90 
days  after  the  receipt  of  the  notice  by 
the  Secretary,  unless  the  Secretary  de¬ 
termines,  that  earlier  termination 
would  not  unduly  interrupt  the  system 
of  peer  review  established  by  the 
PSRO  or  unduly  interfere  with  the  ef¬ 
fective  and  efficient  administration  of 
the  Professional  Standards  Review 
Program  created  by  Part  B  of  Title  XI 
of  the  Act;  or 

(ii)  By  the  Secretary,  if  he  deter¬ 
mines,  after  providing  the  PSRO  with 
30  days  notice  and  opportunity  for  a 
formal  hearing,  that  the  PSRO  is  not 
substantially  complying  with  or  effec¬ 
tively  carrying  out  the  provisions  of 
the  grant.  The  effective  date  of  the 
termination  will  not  be  earlier  than  60 
days  from  the  date  the  PSRO  is  noti¬ 


fied  of  the  Secretary’s  determination. 
The  formal  hearing,  if  requested,  will 
be  conducted  in  accordance  with  the 
provisions  of  45  CFR  part  16. 

§  462.10  Grant  payments  and  use  of  funds. 

(a)  The  Secretary  will  from  time  to 
time  make  payments  to  the  PSRO 
either  by  reimbursement  for  expenses 
Incurred  during  the  grant  period,  or  in 
advance  for  expenses  to  be  incurred  in 
the  grant  period,  to  the  extent  the 
Secretary  determines  such  advance 
payments  necessary  to  promote 
prompt  initiation  and  advancement  of 
the  approved  activities. 

(b)  Any  funds  awarded  pursuant  to 
this  part  shall  be  expended  solely  for 
carrying  out  the  provisions  of  the 
grant  in  accordance  with  Part  B,  Title 
XI  of  the  Act.  the  regulations  of  this 
subchapter,  the  term.s  and  conditions 
of  the  award,  and  the  applicable  cost 
principles  prescribed  by  Subpart  Q  of 
45  CFR  Part  74. 

(c)  All  payments  made  by  the  Secre¬ 
tary  under  this  part  shall  be  recorded 
by  the  PSRO  in  accounting  records 
separate  from  the  records  of  all  other 
PSRO  funds.  With  respect  to  each 
payment,  the  PSRO  shall  account  for 
all  amounts  paid  by  presenting  or  oth¬ 
erwise  making  available  evidence  satis¬ 
factory  to  the  Secretary  of  expendi¬ 
tures  for  costs  incurred  in  meeting  the 
requirements  of  this  subchapter. 

§462.11  Publications  and  copyrights. 

(a)  PSROs  may  publish  materials  re¬ 
lating  to  their  professionals  standards 
review  program  without  prior  approval 
by  the  Secretary  if: 

(1)  Each  publication  includes  a  state¬ 
ment  which  acknowledges  the  assis¬ 
tance  provided  by  the  Secretary  and 
indicates  that  the  publication  does  not 
neces.sarily  represent  the  views  of  the 
Department  of  Health,  Education,  and 
Welfare;  and 

(2)  Publication  of  the  materials  is 
not  prohibited  by  Section  1166  of  the 
Act  or  Part  476  of  this  subchapter. 

(b)  An  author  or  PSRO  is  free  to 
copyright  a  book  or  other  copyrighta¬ 
ble  material  developed  under  a  grant, 
but  the  Secretary  shall  have  a  royalty- 
free.  nonexclusive  and  irrevocable  li¬ 
cense  to  reproduce,  publish,  or  other¬ 
wise  use.  and  to  authorize  others  to 
use,  the  w^ork  for  Government  pur¬ 
poses. 

§  462.12  Applicability  of  45  CFR  Part  74. 

Except  as  otherwise  provided  by  the 
regulations  of  this  subchapter,  the  rel¬ 
evant  provisions  of  the  following  sub- 
parts  of  45  CFR  Part  74  shall  apply  to 
all  grants  under  this  part: 

Subpart 

A— General 
B— Cash  Depositories 


C—Bonding  and  Insurance 

D— Retention  and  Custodial  Requirements 

for  Records 

P— Grant-Related  Income 

H— Standards  for  Grantee  and  Subgrantee 

Financial  Management  Systems 
I— Financial  Reporting  Requirements 
J— Program  Reporting  Requirements 
K— Grant  Payment  Requirements 
L— Budget  Revision  Procedures 
M— Grant  Close  out.  Suspension,  and  Ter¬ 
mination 
O— Property 

P— P*rocurpment  Standards 
Q— Cost  Principles 

§  462.13  Additional  terms  and  conditions. 

The  Secretary  may  impose,  prior  to 
or  at  the  time  of  the  award,  any  addi¬ 
tional  terms  or  conditions  that  he  de¬ 
cides  necessary  to  assure  the  conserva¬ 
tion  of  grant  funds  or  the  carrying  out 
of  the  purposes  of  the  grant. 

§  462.14  Nondiscrimination. 

(a)  Statutory  provisions.  (1)  Section 
601  of  Title  VI  of  the  Civil  Rights  Act 
of  1964  provides  that  no  person  in  the 
United  States  shall  on  the  grounds  of 
race,  color,  or  national  origin  be  ex¬ 
cluded  from  pariticipation  in,  be 
denied  the  benefits  of,  or  be  subjected 
to  discrimination  under  any  program 
or  activity  receiving  Federal  financial 
assistance. 

(2)  Section  504  of  the  Rehabilitation 
Act  of  1973  provides  that  no  otherwise 
qualified  handicapped  individual  in 
the  United  States  shall,  solely  by 
reason  of  his  handicap,  be  excluded 
from  participation  in,  be  denied  the 
benefits  of,  or  be  subjected  to  discrimi¬ 
nation  under  any  program  or  activity 
receiving  Federal  financial  a.ssistance. 

(b)  Applicability.  (1)  The  provisions 
described  in  paragraph  (a)  of  this  sec¬ 
tion  are  applicable  to  PSRO  activities. 

(2)  The  provisions  described  in  para¬ 
graph  (a)(1)  are  implemented  by  regu¬ 
lations  at  45  CFR  Part  80. 

(3)  The  provision  described  in  para¬ 
graph  (a)(3)  are  implemented  by  regu¬ 
lations  at  45  CFR  Part  84. 

Not*.— The  Health  Care  Financing  Ad¬ 
ministration  has  determined  that  this  docu¬ 
ment  does  not  require  preparation  of  an 
Economic  Impact  Statement,  under  Execu¬ 
tive  Order  11821,  as  amended  by  Executive 
Order  11949  and  OMB  Circular  A-107. 

Dated:  January  20, 1978. 

Robert  A.  Derzon, 
Administrator,  Health  Care 
Financing  Administration. 

Approved:  March  20,  1978. 

Joseph  A.  Califano,  Jr., 

Secretary. 
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